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Environmental Protection Agency § 63.368 

notification shall be submitted as soon 
as practicable before the construction 
or reconstruction is planned to com-
mence (but no sooner than the effective 
date of these standards) if the con-
struction or reconstruction commences 
after the effective date of the standard. 
The notification shall be submitted as 
soon as practicable before the initial 
startup date but no later than 60 days 
after the effective date of this standard 
if the construction or reconstruction 
had commenced and the initial startup 
date has not occurred before the stand-
ard’s effective date. The notification 
shall include all the information re-
quired for an application for approval 
of construction or reconstruction as 
specified in paragraph (b)(3) of this sec-
tion and § 63.5(d)(3) and (4) of subpart A 
of this part. For sources subject to 
these emissions standards, the applica-
tion for approval of construction or re-
construction may be used to fulfill the 
initial notification requirements of 
§ 63.9 of subpart A of this part. 

(2) If an owner or operator of a source 
subject to these emissions standards 
submits estimates or preliminary in-
formation in the application for ap-
proval of construction or reconstruc-
tion required in paragraph (b)(3)(ii) of 
this section and § 63.5(d)(3) of subpart A 
of this part, respectively, in place of 
the actual emissions data or control ef-
ficiencies required in paragraphs 
(b)(3)(i)(B)(8) and (ii) of this section, 
the owner or operator shall submit the 
actual emissions data and other cor-
rect information as soon as available 
but no later than with the initial noti-
fication of compliance status. 

(3) The owner or operator of any ex-
isting sterilization facility subject to 
this subpart shall also include the 
amount of ethylene oxide used during 
the previous consecutive 12-month pe-
riod in the initial notification report 
required by § 63.9(b)(2) and (3) of sub-
part A of this part. For new steriliza-
tion facilities subject to this subpart, 
the amount of ethylene oxide used 
shall be an estimate of expected use 
during the first consecutive 12-month 
period of operation. 

[59 FR 62589, Dec. 6, 1994, as amended at 66 
FR 55585, Nov. 2, 2001] 

§ 63.367 Recordkeeping requirements. 

(a) The owner or operator of a source 
subject to § 63.362 shall comply with the 
recordkeeping requirements in § 63.10(b) 
and (c), according to the applicability 
in Table 1 of § 63.360, and in this sec-
tion. All records required to be main-
tained by this subpart or a subpart ref-
erenced by this subpart shall be main-
tained in such a manner that they can 
be readily accessed and are suitable for 
inspection. The most recent 2 years of 
records shall be retained onsite or shall 
be accessible to an inspector while on-
site. The records of the preceding 3 
years, where required, may be retained 
offsite. Records may be maintained in 
hard copy or computer-readable form 
including, but not limited to, on paper, 
microfilm, computer, computer disk, 
magnetic tape, or microfiche. 

(b) The owners or operators of a 
source using 1 to 10 tons not subject to 
§ 63.362 shall maintain records of ethyl-
ene oxide use on a 12-month rolling av-
erage basis (until the source changes 
its operations to become a source sub-
ject to § 63.362). 

(c) The owners or operators of a 
source using less than 1 ton shall main-
tain records of ethylene oxide use on a 
12-month rolling average basis (until 
the source changes its operations to be-
come a source subject to § 63.362). 

(d) The owners or operators com-
plying with § 63.363(b) (4) shall maintain 
records of the compliance test, data 
analysis, and if catalyst is replaced, 
proof of replacement. 

[66 FR 55585, Nov. 2, 2001] 

§ 63.368 Implementation and enforce-
ment. 

(a) This subpart can be implemented 
and enforced by the U.S. EPA, or a del-
egated authority such as the applicable 
State, local, or Tribal agency. If the 
U.S. EPA Administrator has delegated 
authority to a State, local, or Tribal 
agency, then that agency, in addition 
to the U.S. EPA, has the authority to 
implement and enforce this subpart. 
Contact the applicable U.S. EPA Re-
gional Office to find out if implementa-
tion and enforcement of this subpart is 
delegated to a State, local, or Tribal 
agency. 
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